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REAUTHORIZATION OF MDUFA: WHAT IT
MEANS FOR JOBS, INNOVATION, AND PA-
TIENTS

WEDNESDAY, FEBRUARY 15, 2012

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 10:17 a.m., in room
2322 of the Rayburn House Office Building, Hon. Joe Pitts (chair-
man of the subcommittee) presiding.

Members present: Representatives Pitts, Burgess, Shimkus, Rog-
ers, Murphy, Blackburn, Gingrey, Latta, McMorris Rodgers, Lance,
Cassidy, Guthrie, Barton, Bilbray, Bass, Pallone, Dingell, Towns,
Engel, Capps, Schakowsky, Matheson, Christensen, and Waxman
(ex officio).

Staff present: Clay Alspach, Counsel, Health; Nancy Dunlap,
Health Fellow; Paul Edattel, Professional Staff Member, Health;
Debbee Keller, Press Secretary; Ryan Long, Chief Counsel, Health;
Carly McWilliams, Legislative Clerk; Chris Sarley, Policy Coordi-
nator, Environment and Economy; Heidi Stirrup, Health Policy Co-
ordinator; Alli Corr, Democratic Policy Analyst; Eric Flamm, FDA
Detailee; Karen Nelson, Democratic Deputy Committee Staff Direc-
tor for Health; and Rachel Sher, Democratic Senior Counsel.

Mr. PrrTs. This subcommittee will come to order.

The Chair recognizes himself for 5 minutes for an opening state-
ment.

OPENING STATEMENT OF HON. JOSEPH R. PITTS, A REP-
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH
OF PENNSYLVANIA

Congress first authorized a medical device user fee program in
2002, in the Medical Device User Fee and Modernization Act,
MDUFMA. We last reauthorized the program in the Medical De-
vice User Fee Amendments of 2007, MDUFA, which expires Sep-
tember 30, 2012.

While I am glad that FDA and industry have reached recently
a proposed medical device user fee agreement, the committee did
not receive it by the January 15, 2012, deadline, as set in statute.
As it is already late, I would encourage FDA and the administra-
tion to expedite their review of the agreement so that the com-
mittee receives it at the earliest possible date.

o))
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The proposed agreement will provide $595 million in user fees for
fiscal year 2013 through fiscal year 2017, a sum that is more than
double the current user fee level of $287 million.

A key goal of the agreement is to increase predictability and
transparency. Under the agreement, together with regular Con-
gressional appropriations, FDA should be able to hire 240 full-time
review process employees, including 140 reviewers specifically for
devices, over 5 years. The increased user fees will pay for addi-
tional training for device reviewers and information technology up-
grades to improve the review process. With these new resources,
FDA has agreed to measure review time in calendar days, not FDA
days, which is an important step to providing increased predict-
ability.

Under the proposed agreement, FDA and industry will commu-
nicate more often, and earlier in the review process, where FDA
will provide the feedback that manufacturers need to go forward.

The United States is the world leader in medical device innova-
tion. This not only benefits patients who need new, innovative
treatments, it benefits our economy. In 2008, according to the
Lewin Group, the medical device industry employed 422,778 work-
ers nationwide, paid $24.6 billion in earnings, and shipped $135.9
billion worth of products.

In 2008, in my home State of Pennsylvania, the medical device
industry employed 22,233 people and paid Pennsylvania workers
over $1.1 billion in earnings.

These are good jobs. Nationally, jobs in medical technology pay
almost 40 percent higher compared to the national earnings aver-
age.

What is best for patients and what is best for jobs is to have a
device review process that is clear, transparent, predictable and ac-
countable, and I hope that that is what the proposed agreement ac-
complishes.

I would like to thank all of our witnesses on today’s panels.

[The prepared statement of Mr. Pitts follows:]
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Rep. Joseph R. Pitts
Opening Statement
Energy and Commerce Subcommittee on Health
Hearing on “Reauthorization of MDUFA: What It Means for Jobs,
Innovation, and Patients”
February 15, 2012

(As Prepared for Delivery)

Congress first authorized a medical device user fee program in 2002, in the Medical Device User
Fee and Modernization Act (MDUFMA). We last reauthorized the program in the Medical
Device User Fee Amendments of 2007 (MDUFA), which expires September 30, 2012.

While I am glad that FDA and industry have recently reached a proposed medical device user fee
agreement, the Committee did not receive it by the January 15, 2012 deadline, as set in statute.

As it is already late, T would encourage FDA and the Administration to expedite their review of
the agreement so that the Committee receives it at the ecarliest possible date.

The proposed agreement will provide $595 million in user fees for FY2013 through FY2017 - a
sum that is more than double the current user fee level of $287 million.

A key goal of the agreement is to increase predictability and transparency.
Under the agreement, together with regular Congressional appropriations, FDA should be able to
hirc 240 full-time review process employces, including 140 reviewers specifically for devices,

over 5 years.

The increased user fees will pay for additional training for device reviewers and information
technology upgrades to improve the review process.

With these new resources, FDA has agreed to measure review time in “calendar days,” not “FDA
days,” which is an important step to providing increased predictability.

Under the proposed agreement, FDA and industry will communicate more often, and earlier in
the review process, where FDA will provide the feedback that manufacturers need to go forward.
The United States is the world leader in medical device innovation. This not only benefits

patients who need new, innovative treatments. It benefits our economy.

In 2008, according to the Lewin Group, the medical device industry employed 422,778 workers
nationwide, paid $24.6 billion in earnings, and shipped $135.9 billion worth of products.
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In 2008, in my home state of Pennsylvania, the medical device industry employed 22,233 people
and paid Pennsylvania workers over $1.1 billion in earnings.

These are good jobs. Nationally, jobs in medical technology pay almost 40% higher compared
to the national carnings average.

What is best for patients — and what is best for jobs — is to have a device review process that is
clear, transparent, predictable, and accountable. [ hope that is what the proposed agreement

accomplishes.

Thank you to all of our witnessces.
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Mr. PitTs. I would like to yield the remaining time to Dr. Bur-
gess, the vice chairman of the committee.

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BURGESS. Thank you, Mr. Chairman, and Dr. Shuren, again,
thank you for being here. You are going to hear today some con-
cerns from people on the dais and from our subsequent panel, from
patients and innovators.

As the chairman points out, funding was increased in fiscal year
2008 and fiscal year 2010 by nearly 35 percent, and during that
time the average review time for lower-risk devices increased by 43
percent, higher-risk devices by 75 percent, so we have got an offi-
cial Washington conundrum. Resources are increasing, performance
is decreasing, and you need to be the very best you can but it
doesn’t look like we are there yet. Delays in reviews through incon-
sistencies certainly harm public health but they also stifle innova-
tion and cost jobs.

We don’t want the FDA to approve anything that harms patients,
and that is your mission, but a little predictability could go a long
way. The industry should not have to double user fees in order to
get the very basics of customer service. So the question is, have you
become more interactive, predictable and innovative? Those should
be the goals of the basic agreement but they also are tenets of a
well-run organization. We worry about the jurisdictional creep that
has been going on where you seek to grab as much regulatory terri-
tory as possible, oftentimes through draft guidance, absent legisla-
tive direction. Things like mobile apps and laboratory-developed
tests are things that you want to do but we are not sure you are
doing what you are supposed to do. We shouldn’t enable your ef-
forts to duplicate efforts of other Federal agencies.

Mission creep may be a cry for help, and Doctor, this morning
we are here to try to provide that help for you. But some days we
wonder if you don’t need a bigger check but you need a check on
what is exactly happening at the level of your agency. We want to
help. I think we all admit that there are problems in our device ap-
proval regimen that hurt patients and it is just critical that we get
it right for them.

I yield back the balance of my time, Mr. Chairman.

Mr. Prrrs. The Chair thanks the gentleman and now recognizes
the ranking member of the subcommittee, Mr. Pallone, for 5 min-
utes for opening statement.

OPENING STATEMENT OF HON. FRANK PALLONE, JR., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY

Mr. PALLONE. Thank you, Chairman Pitts. I welcome every here
for our third installment of the UFA hearings.

Today we will be discussing the reauthorization of the Medical
Device User Fee Agreement, known as MDUFA, and let me say at
the outset that we are all very relieved and encouraged by the cur-
rent circumstances. There was grave concern that the parties
would be unable to reach a compromise, and I am happy that
things are moving forward.
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While there is still no legislative language, there is an agreement
in principle that we will be discussing at length. It includes $595
million in fees over 5 years, specific goals for total review times,
additional meetings with sponsors, third-party analysis of the
FDA’s review process as well as other program improvements. In
addition, I understand that the additional funding would allow
FDA to hire over 200 new full-time workers by the end of the 5-
year program.

Now, we have consistently heard for a long time about the need
for FDA to improve the predictability, consistency and trans-
parency of its premarket review program. This agreement will not
solve all of those issues overnight but it certainly sets FDA on a
good path moving forward with important tools and more resources
at their disposal. It also provides the industry with some much-
needed insight into the review process and better metrics to meas-
ure the FDA’s performance, and these are quality enhancements
that should allay those concerns.

I know that Congress and the FDA greatly appreciate the indus-
try’s investment in this program. This proposal represents a strong
compromise, and I commend the hard work of both parties in get-
ting to this place I am confident will help the agencies continue to
improve efficiencies.

Let me also say that I have been encouraged by FDA’s commit-
ment both over the past year and as part of this user fee agree-
ment to recognize the need for some internal transformations.
Change doesn’t happen overnight, and regardless, Dr. Shuren, your
center has been more than willing to listen and learn from member
stakeholders and industry on how to shift and adapt in ways to
make these processes better for companies and consumers. You
have recognized some of the inadequacies of the agency and main-
tained an open mind on fixing what is broken. At the same time,
you have also maintained the policies are important to patient safe-
ty and device effectiveness. You and the Commissioner were kind
enough to visit my district and talk one on one with me and New
Jersey companies about these processes, so I appreciate that and
I look forward to working with you to continue to improve the cen-
ter.

Today’s hearing will also touch upon a number of FDA policy
proposals from my Republican colleagues. In general, I have con-
cerns with some of these bills and I look forward to discussing
them further. Specifically, I wonder whether these proposals could
make it difficult for the agency to meet its negotiated commit-
ments. I also think it is critical we understand at length the in-
tended impact, justification and potential unintended consequences
of these proposals before moving forward.

I will just close by stating what I have said a number of times.
I agree that MDUFA is of the utmost importance. I agree that FDA
should facilitate an environment that doesn’t create added unneces-
sary burdens upon innovating companies, but we must not make
FDA policy changes at the expense of patient safety. The public
health must be our number one goal above all else. We need to
take a long, hard look at any potential policy that could make it
more difficult for FDA to protect patient safety, and I know there
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are a number of witnesses joining us today that will talk about
that important aspect. I look forward to that.

But I wanted to especially welcome Jim Shull—I hope I am pro-
nouncing it right—from Browns Mills, New Jersey, who is here to
share his personal story.

Thank you, Mr. Chairman. I yield back.

Mr. Prrrs. The Chair thanks the gentleman and now recognizes
the chair emeritus of the full committee, Mr. Barton, for 5 minutes
for opening statement.

OPENING STATEMENT OF HON. JOE BARTON, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BARTON. Thank you, Mr. Chairman. I am not going to take
5 minutes. I believe I am supposed to yield to Dr. Murphy.

I have an opening statement that I will put in the record. I hate
to be the skunk at the garden party, but every now and then I am.
These user fees are not something that have been on the books for
a hundred years. We first put them in place in 2002 and we have
reauthorized them once. Currently, it is about $287 million, I be-
lieve. I think it is a lot to ask this committee to swallow a doubling
of the user fee budget to almost $600 million. I checked yesterday,
and I understand that it may be the tradition but I couldn’t find
that any member or any staff member of the majority or the minor-
ity had been involved in these negotiations with the FDA and the
industry. If we came in and asked to double the income tax re-
ceipts, we would be laughed out of Congress, and to have a pro-
posal put forward that doubles the user fee with the performance
or lack thereof that has accompanied the last 3 or 4 years is some-
thing that I am not going to condone.

Now, I haven’t talked with Chairman Upton or Chairman Pitts,
and I am sure that there is another side to the story. But put me
down as extremely skeptical that this is a good deal for the con-
sumer or for the small medical device industry.

I had a company in my office just this week, or late last week
actually, that has been making a device and marketing it for 30
years, and all of a sudden now they have been asked to have to
go through the entire premarket approval process for something. I
just don’t accept that.

So Mr. Chairman, I am extremely glad that you are holding this
hearing but don’t ask this member to rubberstamp a doubling of a
user fee when we have the program performance or lack thereof at
this FDA.

And with that, I would yield the balance of the time to Dr. Mur-
phy of Pennsylvania.

[The prepared statement of Mr. Barton follows:]
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Opening Statement of the Honorable Joe Barton
Chairman Emeritus, Committee on Energy and Commerce
Subcommittee on Health
“Reauthorization of MDUFA: What It Means for
Jobs, Innovation and Patients”

February 15, 2012

Thank you, Mr. Chairman for this hearing today to discuss the reauthorization of
MDUFA (Medical Device User Fee Act). Thank you for your timeliness in bringing this, and
the other User Fees, before this committee.

Unless we make significant reforms to the Food and Drug Administration (FDA) and their
review process, | believe we should end all user fees. The purpose of user fees is to provide the
Food and Drug Administration (FDA) with the resources they need to thoroughly review
products in a timely manner. However, the FDA has had a difficult time delivering on a timely
basis, being predictable, consistent and proactive in its process.

I met with a small medical device company from Texas, just last week. This company has been
manufacturing quality medical devices for 30 years, and has just recently been informed by the
FDA that they will now have to go through the Pre-Market Approval (PMA) process. The FDA
has not been clear as to why this change is occurring, or what necessitated it.

Globally, companies are seeing more and more uncertainty and lack of clarity from the FDA
when trying to get their products approved. While countries around the world are fast and
efficient, the FDA is dragging their feet. We cannot keep giving the FDA more money, in
industry fees, and not make reforms to ensure — not promise but ensure — that there is more
consistency, that there is more predictability, and that the FDA is timely and efficient in
reviewing devices and drugs.

I also want to note that | do not approve of this committee rubber stamping an agreement made
by the regulator and industry, without involvement in the agreement discussions from committee
staff. Because, in the end, while the FDA may like the agreement and industry may sign off on
it, higher fees means higher costs on the consumers, the American people.

Like my colleagues here, I want to see safe products approved quickly. I want the best products
on the market to be made available to the consumer. But, the current process is not working.
And more of the same is not going to make things better.
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OPENING STATEMENT OF HON. TIM MURPHY, A REPRESENTA-
TIVE IN CONGRESS FROM THE COMMONWEALTH OF PENN-
SYLVANIA

Mr. MURPHY. I thank the gentleman.

A few weeks ago, several of my colleagues and I met with Pro-
fessor Ralph Hall, who will be testifying a little bit later today on
a panel. At that meeting, Professor Hall explained how the review
process at the FDA is driving investment in medical technologies
overseas as well as sending jobs overseas. Now, according to Pro-
fessor Hall, 40 percent of venture capitalists have already reduced
investment in medical technology in the United States and many
more are planning this. About 61 percent of venture capitalists cite
regulatory challenges with the FDA as having the greatest impact
on their investment decisions.

Now, this may seem like financial jargon but in reality, it points
to a tragic bottom line: no money, no research, no treatments, no
cures. This is about saving lives of people with untreatable diseases
who are waiting in line for Washington’s rules and bureaucracy to
get out of the way and for the treatment and cures to move for-
ward. It is cruelty, not comfort, when a doctor must tell a patient
that bureaucratic barriers prevent patients in the United States
from getting the treatment that they need.

We need to and we must help American patients have better ac-
cess to the latest, safest medical advancements while also improv-
ing FDA’s review process to allow more investment in U.S. medical
technology. It is something we ought to be doing out of compassion
for people who are sick.

And with that, I yield back to Mr. Barton.

Mr. BARTON. I have no further comments. If there are other
members, I will be happy to yield, Mr. Rogers or Mr. Latta, any-
body? I yield back to the chairman.

Mr. PitTs. The Chair thanks the gentleman. The Chair now rec-
ognizes the ranking member of the full committee, Mr. Waxman,
for 5 minutes for an opening statement.

OPENING STATEMENT OF HON. HENRY A. WAXMAN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI-
FORNIA

Mr. WAXMAN. Thank you very much, Mr. Chairman, for holding
this important hearing.

Our goal today is to start the process of reauthorizing the Med-
ical Device User Fee Act, and I commend FDA and the industry for
finally coming together to agree on a user fee proposal. I know it
was a hard-fought compromise and I look forward to seeing the de-
tails. But I am pleased that there has been an agreement because
I have very little faith that Congress is going to provide the appro-
priations for the FDA to do the job without a user fee. I would pre-
fer we do it that way, and those who don’t like the user fee will
have to acknowledge that FDA will be short-funded and we won’t
get these devices approved as quickly as possible.

The funds collected under this act will provide FDA’s device pro-
gram with critical dollars that enable the agency to fulfill its public
health mission: to ensure that only safe and effective medical de-
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vices are marketed in the United States. That is our essential goal
here. We should work together on a bipartisan basis to get it done.

The real compassion in this country is to make sure that we can
get drugs and devices that work and that are safe to consumers,
not just to get them out on the marketplace because it is no one’s
benefit to have drugs that are not safe or medical devices that are
not safe or effective. The FDA, the device industry and American
patients are counting on us to do our job.

I am concerned that some may try to hijack the reauthorization
to advance proposals that would put the health of patients at risk.
Last year, Republican members of the committee introduced a slate
of 10 bills that would make significant and harmful changes, in my
view, in FDA’s device program. Unless we can reach consensus on
these proposals, they should not be inserted into this must-pass re-
authorization.

The newspapers are full of articles about the dangers of improp-
erly designed medical devices. The prestigious Institute of Medicine
concluded that our medical device laws need to be significantly
strengthened. But many of these bills ignore the need for reforms
that would protect patients. Instead, they read like a wish list as-
sembled by lobbyists for the device industry.

The device industry claims that FDA regulation is killing jobs,
stifling innovation, and depriving American patients of new med-
ical devices. But there is no evidence to back these up except anec-
dotes. Anecdotes from some individual companies are not enough.
And I think the industry knows that they need an FDA that is
going to do its job if they are going to have credibility in the mar-
ketplace.

I have been appalled by the quality of the so-called “studies” that
industry is using to advance these bills. Last July, I asked the edi-
tors of our Nation’s top medical journals to examine the method-
ology used in the leading industry papers asserting that FDA is too
slow, burdensome, and unpredictable. The editors said there were
serious methodological flaws in both studies—biased samples,
small sample size and botched statistical analysis, just to name a
few—rendering them essentially useless as part of any discussion
of FDA’s regulatory system. None of the editors felt that the meth-
odology of these studies was worthy of publication in a peer-re-
viewed journal, and yet they are put forward as a reason why we
ought to change the law here in Congress.

Many in the device industry argue that Europe should be our
model and they say new technologies are available years before
they are on the market in the United States. But just yesterday,
the New England Journal of Medicine published a study by Dr.
Aaron Kesselheim finding numerous examples of high-risk devices
that were first approved in the E.U. but either showed no benefit,
or, worse, had substantial safety risks. I am glad that Dr.
Kesselheim is here today to testify about this study.

FDA’s job is to protect the public health. Part of advancing public
health is helping manufacturers win approval for innovative new
devices. But FDA’s core responsibility is ensuring that only safe
and effective devices are permitted on the market.

When FDA falls short and allows dangerous devices like surgical
mesh and metal-on-metal hip implants to be implanted in patients,
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the suffering of victims can be incalculable. That is why I joined
with Mr. Pallone, Mr. Dingell and Ms. DeGette in requesting that
the committee hear from witnesses about the risks from dangerous
devices, and I want to thank Subcommittee Chairman Pitts and
full Committee Chairman Upton for working with us to allow these
witnesses to testify today on the second panel.

The reauthorization of MDUFA should be bipartisan, so I urge
all members of the committee to work together on this critically im-
portant program.

Thank you, Mr. Chairman.

Mr. PrrTs. The Chair thanks the gentleman.

Our first panel will have just one witness, Dr. Jeffrey Shuren,
Director of the Center for Devices and Radiological Health at the
FDA. Dr. Shuren is accompanied today by Mr. Malcolm Bertoni,
Assistant Commissioner for Planning for the Office of the Commis-
sioner. We are happy to have you with us today, Dr. Shuren. You
are recognized for 5 minutes to summarize your testimony. Your
written statement will be entered into the record.

STATEMENT OF JEFFREY E. SHUREN, DIRECTOR, CENTER FOR
DEVICES AND RADIOLOGICAL HEALTH, FOOD AND DRUG
ADMINISTRATION

Mr. SHUREN. Mr. Chairman and members of the subcommittee,
I am Dr. Jeff Shuren, Director for the Center for Devices and Radi-
ological Health, or CDRH, at the FDA. Thank you for the oppor-
tunity to testify today.

I am pleased to tell you that on February 1, FDA and representa-
tives from the medical device industry reached an agreement in
principle on proposed recommendations for the reauthorization of
the Medical Device User Fee Act, or MDUFA. These recommenda-
tions would authorize FDA to collect $595 million over 5 years to
help fund a portion of the agency’s medical device review program
with FDA agreeing to certain overall performance goals. The final
details of the agreement will be resolved very soon, and as required
by law, we will hold a public meeting and seek public comment on
the proposed package before sending a final package to Congress.

When I came to CDRH in 2009, in response to concerns ex-
pressed by industry and others, we initiated a review of our device
premarket review programs. The following year, we released two
reports that concluded, as I have testified before, that we had not
done as good a job managing the review programs as we should
have. The number one problem we found was insufficient predict-
ability, which was leading to inefficiencies, higher cost to industry
and FDA, and sometimes delays in bringing safe and effective prod-
ucts to market.

In January 2011, we announced a plan with 25 specific actions
that we would take that year to improve the predictability, consist-
ency and transparency of our premarket programs. As of February
2012, 75 percent of these actions plus eight additional actions are
already completed or well underway. They are intended to create
a culture change toward greater transparency, interaction and the
appropriate balancing of benefits and risk. They focus on assuring
predictable and consistent decision-making and application of the
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least-burdensome principle and implementing more efficient regu-
latory processes.

We believe these actions have had and will have a visible, posi-
tive impact by providing greater predictability about data require-
ments through guidance, reducing unnecessary or inconsistent data
requests through training and policy and process changes, imple-
menting policies that lead to appropriately balanced benefit-risk
determinations, using external experts more extensively and effec-
tively, creating incentives to conduct clinical studies first in the
United States, speeding up clinical trial approval decisions and im-
plementing the innovation pathway.

Preliminary data indicates that the actions we have taken have
started to bear fruit. For example, the backlog of 510(k) submis-
sions that had been steadily increasing from 2005 to 2010 de-
creased for the first time last year. However, we still have much
work to do.

Reauthorization of MDUFA will provide the resources that
CDRH needs to continue improving the device review programs
and help reduce the high staff turnover that has adversely affected
review predictability and consistency. The proposed MDUFA rec-
ommendations we have agreed upon with industry will also include
several important process improvements. For example, if a per-
formance goal on a device application is missed, the MDUFA pro-
posal would require FDA and applicants to work out a plan to com-
plete work on the submission, ensuring that no submission is left
behind, and requiring new substantive interaction between FDA
and an applicant halfway through the targeted time for reviewing
the application would help to assure sufficient time for the appli-
cant to properly respond to appropriate questions. Clear criteria for
when FDA will refuse to accept a complete application means more
efficient use of resources to the benefit of both FDA and industry.
These and other proposed enhancements are intended to achieve a
shared outcome goal of reduced average total time to decision,
which we and industry believe is an important indicator of a suc-
cessful premarket review program.

The agreement in principle we have reached with industry
strikes a careful balance between what industry agreed to pay and
what FDA can accomplish with the amount of funding proposed.
However, we are concerned that even if device user fee resources
are increased under MDUFA III, additional new legislative man-
dates imposed on CDRH could divert resources and undermine
FDA'’s ability to achieve the new performance goals. When PDUFA
was last reauthorized in 2007, the addition of new policy-related re-
quirements ultimately resulted in FDA’s drug review program hav-
ing to temporarily suspend meeting its PDUFA review goals in
order to meet the statutory mandates. We want to avoid such a sit-
uation so that CDRH can focus on meeting the ambitious new pro-
posed PDUFA program goals and achieving timely patient access
to safe and effective devices, which is an objective that we share
with industry, health care practitioners, patients and consumers,
and I know you as well.

Mr. Chairman, I commend the subcommittee’s efforts and am
pleased to answer any questions the subcommittee may have.

[The prepared statement of Mr. Shuren follows:]
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INTRODUCTION

Mr. Chaimman and Members of the Subcommittee, 1 am Dr. Jeffrey Shuren, Director of
the Center for Devices and Radiological Health {CDRH) at the Food and Drug Administration
{FDA or the Agency). | am pleased to be here today to discuss reauthorization of the Medicat

Device User Fee Act, or MDUFA.

Background on MDUFA

The enactment in 2002 of the Medical Device User Fee and Modernization Act
(MDUFMA 1) was prompted by growing concerns about the medical device review program’s
capacity and performance. MDUFMA 1 and MDUFA 1 (enacted in 2007) authorized user fees
for the review of medical device premarket applications, reports, supplements, and premarket
notification submissions. These additional resources enabled FDA to make its reviews more
timely, predictable, and transparent to applicants. MDUFA fees and mandated appropriations for
the medical device program helped FDA expand available expertise, modernize its information
management systems, provide new review options, and provide more guidance to prospective
applicants.

MDUFA authorizes FDA to collect user fees for certain medical device applications, the
registration of certain medical device establishments, and certain other purposes. Small
businesses may qualify for a waiver or a reduced fee on certain submissions to FDA.

Of the total $292,707,540 obligated in support of the process for the review of medical
device submissions in FY2QI 0, MDUFA fees funded about 20 percent. The remainder of the
funding was through appropriations. Fees currently charged for device review under MDUFA

include $220,050 for a PMA for high-risk medical devices (a business with gross receipts under
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$30 million qualifies for the “small business™ PMA fee of about $53.000). For lower-risk
devices cleared under the 510(k) review program, manufacturers pay $4.049 per 510(k)
application review ($2,024 for small businesses).’ Asa point of comparison, PDUFA fees —
nearly $568 million in FY2010 — currently account for about two-thirds of the drug review
program’s budget, and the current fee for FY 2012 associated with review of a New Drug
Application (NDA) requiring clinical data is $1,841,500°

The medical device user fee program has produced benefits for public health. A better-
resourced premarket device review program has enhanced FDA's abilities to help bring more
safe and effective medical devices to the market, while keeping pace with the increasing
complexity of technology and changes in clinical practice. Since MDUFA 1l was reauthorized in
2007, FDA has approved 106 original PMAs and cleared more than 13,000 devices under the
510(k) program.

For example, approvals have included devices intended to address unmet needs in the
pediatric population, such as the first heart pump designed to support the hearts of infants to
adolescents until they receive a heart transplant, and the first percutaneous heart valve (approved
for both children and adults).

The device program also has approved imiportant new laboratory tests, including an
emergency-use diagnostic test in response to HINI outbreak in humans, and the first quick test
for malaria. Device reviews have significantly contributed to the very important trend toward
personalized medicine through clearance of a test system that can assist in assessing the risk of
tumor recurrence and long-term survival for patients with relatively high-risk breast cancer.

Other important devices that have become available to patients over the course of

MDUFA U include, for example, the Implantable Miniature Telescope (IMT), used for

! See U.S. FDA, “Medical Device User Fee Rates for Fiscal Year 2012, 76 Fed. Reg. 45,826-45 831 (Aug. 11,
2011), available at ftip e gpo.gow filsysphg ER-201 1-U8-0 L R 200 1-1 9335 I,

* See U.S. FDA, “Prescription Drug User Fee Rates for Fiscal Year 2012, 76 Fed. Reg. 45.831-45,838 (Aug. 1,
2011), available at upavww, grio.gov/ b FR-201 ;‘2-(/{%‘J)L,’:/c{ﬂ"ﬁ(ﬁ]q’ 9332 pdf.
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monocular implantation to improve vision in clderly patients with stable severe to profound
vision impairment associated with end-stage age-related macular degeneration (AMDY: the
Infrascanner®™ infrared brain hematoma detector, a noninvasive hand-held device that uses near-
infrared spectroscopy to evaluate suspected brain hematomas at the site of injury within the
“golden hour™ {the period following head trauma when pre-hospital analysis is needed to rapidly
assess a patient’s neurological condition)’; and the NeuRx DPS™ RA/4 Respiratory Stimulation
System, an implantable electronic device that stimulates the diaphragm and allows certain spinal
cord injury patients to breathe for at least four hours a day without a mechanical ventilator.’
However, neither the FDA nor industry believe that the user fee program has reached the

level of performance, or produced the extent of benefits, that it has the potential to achieve,

MDUFA 11 Performance

FDA bhas been meeting or exceeding goals agreed to by FDA and industry under MDUFA
11 for approximately 95 percent of the submissions we review each year. For example, FDA
completes at least 90 percent of 510(k) reviews within 90 days or less. In the few areas where
FDA is not yet meeting its MDUFA goals, the Agency’s performance has generally been
improving-—despite growing device complexity and an increased workload. FDA's performance
over the course of MDUFA 1T has not been limited to achieving quantitative goals for the timely
review of premarket submissions like PMAs and 510(k)s; we have also accomplished a number
of “qualitative” goals set by MDUFA 11 in 2007. including issuing more than 50 new and
updated guidances for industry. Guidance documents are important resources for industry

because they describe the Agency’s interpretation of, or policy on, regulatory issues, and as such,

¥ See FDA News Release, "FDA Approves First Implantable Miniature Telescope to Improve Sight of AMD

Patients™ (July 6, 2010), available at

fpe Sewne fda govy NowsBventy Nowsrooss Froxsd nnousventenis uom 2 18066 it

* See Office of Naval Research, “Naval Technology Could be a Lifesaver” (Dec. 21, 2011), available at

f‘q) vy ey il Media-CongerPross-Boleases 30 Dinfrascanner-boain- TREF D approval aspy.
$Sec FDA News Release, "FDA Approvex Diaphragm-Pacing Device™ (June 18, 2008), available at

Brepzasvane Jda, gov ForCansgpers:Consner Updatosiacm O T i,
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are critical to support industry efforts to comply with the Jaw and to develop new products that
may benefit the public health.® The availability of guidance documents alse facilitates regulatory
predictability and consistency.

it is important to note that MDUFA metrics reflect FDA time only: they do not reflect the
time taken by device sponsors to respond to requests for additional information. Overall time to
decision—the time that FDA has the application, plus the time the manufacturmf spends
answering any questions FDA may have—has increased steadily since 2001, As the graphs
below illustrate, while the time FDA spends reviewing an application has improved (for both
low- and high-risk devices), average total days for the review of 310(k)s has been increasing
since 2005, and has been increasing for Premarket Approval (PMA) applications since 2004,
with early indicators of longer review times, such as the average numnber of cycles to review a

510¢k), starting to increase since 2002,

Average Time to Decision:
510(k)s*

2000 2007 2002 2003 2004 2005 2006 2007 2008 2000 2010
Fiscal Year {Receipt Cohort)

_—+—Total - * - FDA ~& - Submiter|

*SE and NSE decislons only; times may not add to total due to rounding
**Cohorts st open as of January 30, 2012, dala may changs

® Guidance documents include documents that relate to! (1) the design, production, labeling, promotion.
manufacturing, and testing of regulated products, {2} the processing, content, and evaluation or approval of
submissions, and (3) FDA's inspection and enforcement policics. See generally “Food and Drug Administration
Report on Good Guidance Practices: Improving Efficiency and Transparency™ (issued Dec. 2011), available at

vidiwnlonds dbow 04 TransparenceTramsparenceInitiarive VOM 285 10

www Sy
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Average Time to MDUFA Decision on PMAs
and Panel-Track Supplements (non-expedited)*

“Tirmas sy ot add b tntut due 1o rounding; s conoris st opan « datx may change

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010"
Figeat Yoor {Filad Cohont}

~4—Total - # - FDA —& - Submitier

**As of January 30, 2012 there are 4 applications without a decislon; the average time {o decision will
Increase as the cohort closes,

FDA bears some responsibility for the increase in total time to decision, and we have
been instituting management, policy, and process changes to address this issue. As a result, in
2011, CDRH for the first time began reducing what previously was an increasing backlog of

unresolved 510(k) submissions, as indicated in the chart below.
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510(k)s Pending* at End of Year
FY 2005 - FY 2011

sumber of S10{k)s

2008 2006 2007 2008 2009 2010 2011
Fiscal Year
o Total Pending - 43 - Pending With More Than 80 FDA Days 1

*Under review or on hold

There has also been a prolonged increase, since FY 2002, in the percentage of 510(k)
submissions requiring an Additional Information (A1) letter” after the first review cycle, as
indicated in the chart below. The increasing number of Al letters has contributed to the

increasing total time from submission to decision.

71, after reviewing an application, FDA determines that it cannot approve or clear the application in its current
form, FDA sends a letter informing the sponsor of this decision. For 510(k) applications, this is called an
“Additional Information™ {Al) letter. P
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Percent of 510(k)s With Additional Information
(Al) Request on 1% FDA Review Cycle

Percent With Al Reque

2000 2001 2002 2003 2004 2005 2006 2007 2006 08 2010 201t
Fiscal Year {Receipt Cohort)

Smart Rezulation’s Role in Facilitating Medical Device Innovation

FDA recognizes that, if the United States is to maintain its leadership role in this area, we
must continue to streamline and modernize our processes and procedures to make device
approval not just scientifically rigorous, but clear, consistent, and predictable without
compromising safety, We are committed to continued improvements in the device approval
process to address legitimate concerns raised by industry and other stakeholders.

Nearly two years ago, CDRH recognized that, given the growing complexities of medical
product development, we needed to re-evaluate and modernize our regulatory review processes
in order to ensure that patients had timely access to safe and effective medical devices. At that
time, CDRH began to undertake a new systematic approach to device regulation, moving away
from the traditional misperception that safety and effectiveness and innovation are incompatible.

Rather than focus on more regulation or less regulation, we began to focus on “smart regulation.”
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Our goal has been to ensure that safety and effectivencss and innovation are
complementary, mutually supporting aspects of our mission to promote the public health. As
part of our process 1o improve CDRH's internal systems. we first reached out to stakeholders to
hear their concerns and listen to their recommendations about our premarket programs. This is
what we heard: industry felt that inadequate predictability, consistency, and transparency were
stifling innovation and driving jobs overseas: and consumer groups, third-party payers, and some
health care professionals believed that one of our premarket pathways—the 510(k} program-—
did not provide adequate protection for American patients and did not gencrate sufficient
information for practitioners and patients to make well-informed treatment and diagnostic
decisions. [n tarn, CDRH employees expressed concerns that the 510(k) program had not
adapted to the increasing complexity of devices, and that poor-quality 510(k) submissions, poor-
quality clinical studies conducted in support of PMA applications, and an ever-growing
workload were straining already overburdened premarket programs.

We also began two assessments of our premarket programs to identify issues, their root
causes, and the appropriate solutions. One assessment focuses on the 510(k) program. The other
looks at how we use science in regulatory decision-making, touching on aspects of several of our
premarket review pathways, such as our clinical trials program. In addition, we contracted with
the Institute of Medicine (IOM) to conduct an independent evaluation of our 510(k) program.

In August 2010, following extensive public input, we released two reports that identified
issues regarding our premarket programs and proposed potential actions for us to take to address
the underlying root causes. The number one problem we found was insufficient predictability in
our premarket programs, which can create inefficiencies, increase costs for industry and FDA,
and delay bringing safe and effective products to market. We identified several root causes of

these issues. They include very high reviewer and manager turnover at CDRH {almost double
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that of FDA"s drug and biologics centers): insufficient training for staff and industry: extremely
high ratios of employees to front-line supervisors: insufficient oversight by managers: CDRH's
rapidly growing workload, caused by the increasing complexity of devices and the number of
overall submissions we reviéw; unnecessary and/or inconsistent data requirements imposed on
device sponsors: insufficient guidance for industry and FDA staff; and poor-quality submissions
from industry,

While it is true that providing more user fee resources alone won’t solve the problems
with our premarket programs, insufficient funding is at the root of, or a contributing factor to,
several of these problems. Adequate and stable funding is one key component to our and
industry’s success in bringing safe and effective devices to market quickly and efficiently.

After considering extensive and varied public input on our recommendations, in January
2011, FDA announced a Plan of Action that included 25 specific actions that we would take in
2011 to improve the predictability, consistency, and transparency of our premarket programs — as
of February 2012, 75 percent of these actions, plus eight additional actions, are already
completed or well underway.x The following month, we announced our Innovation Initiative,
which included several proposals to help maintain the position of the U.S. as the world’s leader
in medical device innovation, including the creation of a new approach for important, new
technologies called the Innovation Pathway.

Since then, we have announced additional efforts to improve our premarket programs,
including actions to improve our program for clinical trials and the Investigational Device
Exemption (IDE) program. The actions we are taking can be grouped into three main areas of

emphasis. Overall, our actions seek to:

¥ More information about FDA™s progress in implementing the CDRH “Plan of Action for $10(k) and Science™ is
available on FDA’s website at
E s i gov Abond DA Conters Offices OfffeeofMudioal Productsand Tobaceo/CORMICDRHR eporis uem 276

9
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e Create a culture change toward greater transparency, interaction, collaboration, and the
appropriate balancing of benefits and rigks:

¢ Ensure more predictable and consistent recommendations, decision-making, and
application of the ieast-burdensome principle; and

s Implement more efficient processes and use of resources.

Specific steps that we are taking include:

« Issuing guidance clarifying the criteria used to make benefit-risk determinations a part of
device premarket decisions. This will provide greater predictability and consistency and
apply a more patient-centric approach by considering patients’ tolerance for risk in
appropriate cases (draft guidance issued August 15, 2011);

s Creating standard operating procedurcs for when a reviewer can request additional
information regarding a premarket submission and identifying at what management level
the decision must be made. These steps arc intended to provide greater predictability,
consistency, and the appropriate application of the least-burdensome principle by
reducing the number of inappropriate information requests (Standard Operating
Procedures issued November 10, 2011);

+ Developing a range of updated and new guidances to clarify CDRH requirements for
predictable, timely, and consistent product review, including device-specific guidance in
several areas such as mobile applications (draft guidance released July 19, 2011) and
artificial pancreas systems (draft guidance released December 1, 2011);

+ Revamping the guidance development process through a new tracking system,
streamlined processes, and, to the greatest extent possible within available resources, core
staff to oversee the timely drafting and clearance of documents (December 2011);

+ Improving communication between FDA and industry through enhancements to
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interactive review {some enhancements in place as of February 2012);
Streamlining the clinjcal trial (IDE) processes by providing industry with guidance to
clarify the criteria for approving clinical trials, and the criteria for when a first-in-human
study can be conducted earlier during device development. These actions aim to create
incentives to bring new technologies to the United States first (guidances issued
November 10, 2011) (IDEs are required before device testing in humans that involves
significant risks may begin. and they ensure that the rights of human subjects are
protected while gathering data on the safety and efficacy of medical products);
Implementing internal business process improvements to ensure that decisions are made
by the appropriate level of management, that decisions are made consistently and
efficiently, and that we appropriately apply the least-burdensome principle, For example,
CDRH created the internal Center Science Council to actively monitor the quality and
performance of the Center’s scientific programs and ensure consistency and predictability
in CDRH scientific decision-making (Center Science Council established March 31,
2011y
Creating a network of experts to help the Center resolve complex scientific issues, which
will ultimately result in more timely reviews, This network will be especially helpful as
FDA confronts new technologies (Standard Operating Procedures issued September 30,
2011);
Instituting a mandatory Reviewer Certification Program for new reviewers (program
launched September 2011);
Instituting a pilot Experiential Learming Program to provide review staff with real-world
training experiences as they participate in visits to manufacturers, research and health

care facilitics, and academia (to begin in 2012);
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»  Providing industry with specific guidance on how to ensure the quality and performance
of clinical trials while applyihg the least-burdensome principle, so that industry conducts
studies that are more likely to support the approval of their products (guidance released
August 15, 2011} and

« Sireamlining the de novo review process, the pathway by which novel. lower-risk devices

without a predicate can come to market (draft guidance released October 3, 2011).

Our efforts to improve the premarket review programs at CDRH are ongoing. We
recently released our Strategic Priorities for 2012,” in which we commit to completing or
continuing the work we already started in four priority areas: (1) Fully Implement a Total
Product Life Cycle Approach,'” (2) Enhance Communication and Transparency, {3) Strengthen
QOur Workforee and Workplace, and (4) Proactively Facilitate Innovation to Address Unmet
Public Health Needs. Our plan for 2012 includes time frames associated with each strategy and
specific actions we will take to meet those goals or make significant progress towards achieving
those goals, including, for example:

+  ByApril I, 2012, begin the Triage of Premarket Submissions Pilot to increase submission
review efficiency and better manage the premarket review workload;
« By September 30, 2012, make recommendations on how to adequately recognize good

employee performance and address poor performance;

v dhontFD Conte (45 Productsond Tobarcor CORMCDRE Islonand Misyio
# M
1% A Total Product Life Cycle (TPLC) Approach involves making make well-supported regulatory decisions that
take into consideration all of the relevant information available to CDRH, at any stage of a product’s life cycle to
assure the safety, effectiveness, and quality of medical devices, and the safety of non-device radiation-emitting
products. The Center’s TPLC database integrates premarket and postmarket data about medical devices. For more
information, please see CORH's web site at
W FEOA Ceners
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By September 30, 2012, create processes and tools that will improve the pipeline for
innovative medical devices and transtorm the way CDRH works with medical device
innovators, such as the new Entreprencurs-in-Residence program;

By September 30, 2012, develop methods and procedures for the systematic analysis and
use of medical device recall information;

By Getober 31, 2012, develop a comprehensive strategy to assess real-world device
performance;

By December 31, 2012, conduct an evaluation of CDRH staffing, infrastructure, policies,
and practices pertaining to medical device software;

By December 31, 2012, review remaining Class Il pre-amendment medical devices;

By December 31, 2012, Jaunch the Experiential Learning Program {(ELP) to enhance
premarket reviewer knowledge of how medical devices are designed, manufactured, and
utilized by providing real-world learning opportunities; and

By December 31, 2012, launch the CDRH Leadership Enhancement and Development
Program (LEAD) to provide CDRH managers and supervisors information and tools to

ensure effective leadership.

We believe the actions that weve faken and plan to take in the future will have a positive

impact on the device review process by providing greater predictability of data requirements

through guidance, reducing unnecessary data requests through training and policy and process

changes, implementing policies to appropriately balance benefit-risk determinations, using

external experts more extensively (consistent with conflict-of-interest guidelines), creating

incentives to conduct clinical studies first in the United States, speeding up IDE approval

decisions, implementing the Innovation Pathway 2.0 (a priority review program to expedite

13
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devclopment. assessment, and review of important technologies), and instituting efficiencies in
the premarket review process.

For example. I'm pleased to report that. consistent with our many improvements to the
510(k) program. the recent increase in the “not substantially equivalent™ (NSE) rate’" appears to
be turning around. For manufactorers and FDA, NSE determinations often represent an
inefficient use of time and resources. NSE determinations require significant Agency resources
and time, yet fail to result in the marketing of a new product. As shown in the chart below, from
a peak of 8 percent in 2010, the NSE rate has decreased to 5 percent in 2011, Just as important,
we also may be seeing a reversal in the trend of declining rate in Substantially Equivalent {SE)
decisions that clear a 510(k) submission for marketing. After several years of declining
percentages, reaching a low of 73 percent in 2010, SE rates increased by S percent in 2011, as

shown in the chart below.

Percent of 510(k)s Determined to be
Substantially Equivalent (SE)
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Y Among the reasons that $10(k) submissions result in NSE determinations are: Jack of a suitable predicate device;
intended use of the new device is not the same as the intended use of the predicate; technological characteristics are
different from those of the predicate and raise new questions of safety and effectiveness: and/or performance data
failed to demonstrate that the device is as safe and effective as the predicate. The vast majority of NSE decisions are
due to the absence of sdequate performance data, somclin}:is despite repeated FDA requests.
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To best serve patients, both the medical device industry and FDA must have the
tlexibility to be innovative and entreprencurial. CDRH must continue making critical
improvements fo our device program. At the same time, the medical device industry and CDRH
must continue to work together to ensure that the Center receives high-quality submissions that
contain the information we need to make well-informed and timely decisions. Finally, CDRH
must have adequate and stable resources to get the job done right and quickly. Timely
reauthorization of MDUFA, as well as the Congressional appropriations process, is critical to

achieving these goals.

Moving Forward: Reauthorization of MDUFA

When MDUFA was reauthorized in 2007, Congress directed FDA to take additional steps
to ensure that public stakeholders would have adequate opportunity to provide input to any
program enhancements. In addition to FDA receiving input from stakeholders during an initial
public meeting in September 2010, as directed by Congress, we have been meeting with
stakeholders, including representatives of patient and consumer groups, since January 2011 and
have been making the minutes of those meetings available to the public.

Since January 2011, we also have been holding discussions with the medical device
industry in an effort to develop a package of proposed recommendations for MDUFA
reauthorization. We were pleased to announce last week that FDA and representatives from the
medical device industry have reached an agreement in principle on those proposed
recommendations. This agreement in principle, which would authorize FDA to collect $595
million in user fees over five years (plus increases hased on inflation), strikes a careful balance
berween what industry agreed to pay and what FDA can accomplish with the amount of funding

proposed. We believe that it will result in greater predictability, consistency, and transparency
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through a number of improvements to the review process.

The agreement in principle reached by FDA and the medical device industry includes

numerous important improvements to the MDUFA program, including:

«  Earlier and more transparent and predictable interactions between FDA and the
applicant. both during the early product development or “pre-submission” stage as
well as during the review process;

+  More detailed and objective criteria for determining when} a premarket submission is
incomplete and should not be accepted for review;

»  More streamlined FDA review goals that will provide better overall performance and
greater predictability, including a commitment to meet with an applicant if FDA's
review of their submission extends beyond the goal date, so that the parties can
discuss how to resolve any outstanding issues;

» Additional resources to support guidance development, reviewer training and
professional development, and an independent assessment of the pre-market review
process to identify potential enhancements to efficiency and effectiveness;

»  More detailed quarterly and annual reporting of program performance; and

+ A joint commitment between FDA and industry to accomplish shared outcome goals

to reduce the total average calendar time to a decision for PMAs and 510(k)s.

Once the final details of the agreement in principle are resolved, as required by statute,
FDA will prepare a package of proposed recommendations based on that agreement, will present
that package to the relevant Congressional committees, and will seek public comment on the
proposed recommendations by publishing them in the Federal Register and holding a public

meeting. The Agency will then consider the public’s views and comments. revise the proposed
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recomnendations as necessary, and transmit a final package ot recommendations to Congress,
along with a summary of the views and comments that were received and any changes that were
made to the proposed recommendations in response 1o the public’s views and comments.

While we work with all interested stakcholders and Congress toward reauthorization of
MDUFA in order to provide adequate and stable funding for the program, we will also be
moving forward with our ongoing CDRH program improvements, focusing on smart regulation
that will facilitate device innovation. As these new policies and processes continue to be
implemented, we expect to see notable improvements in the consistency, transparency, and

predictability of our premarket review programs.

Swart Regulation’s Role in Assuring Patient Safety

As we continue to look for ways to improve our ability to facilitate innovation and to
speed safe and effective products to patients, we must not lose sight of the benefits of smart
regulation to the medical device industry, to patients, and to society. Smart regulation of medical
dex’iccé results in better, safer, more effective treatments as well as worldwide confidence in, and
adoption of, the devices that industry produces.

We at FDA see daily the kinds of problems that occur with medical devices that are
poorly designed or manufactured, difficult to use, and/or insufficiently tested. We apprcéiute the
concern that some devices come on the market in the European Union (EU) before they do in the
United States. While we want devices to be available to American patients as soon as possible,
consistent with U.S. law, they need to be both safe and effective. The U.S. system has served
patients well by preventing devices from entering the U.S. market that were later shown to be

. o
unsafe or ineffective. ™

2 See, e.g., D. Cohen and M. Billingsiey. “Européans Are Left to Their Own Devices,” British Medical Jowrnal,
342:d2748 (2011), available at iy iy
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Some have suggested that the United States adopt the medical device regulatory system
of the EU. Yet, outside the United States, pressure is growing toward greafer premarket scrutiny
of medical devices. A recent report from the Belgian Health Care Knowledge Centre (a
governmental agency that produces studies to advise policy-makers when deciding on health care
and health insumnce)i3 concluded that “[f]or innovative high-risk devices the future EU Device
Directive should move away from requiring clinical safety and “performance” data only to also
require pre-market data that demonstrate “clinical efficacy,” and “{t}he device industry should
be made aware of the growing importance of generating clinical evidence and the specific
expertise this requires.”"

There arc significant differences between the EU and U.S. medical device review
systems. In the EU, manufacturers must demonstrate safety and performance, while in the
United States the standard for approval is safety and effectiveness.”® Tn the EU, more than 70
private. non-governmental entities called “Notitied Bodics™ review and approve devices by
giving them a “CE mark.” These decisions are kept confidential and not released to the public or
to EU regulatory bodies. In fact, the EU does not have one centralized regulatory body. Instead,
each country can designate an entity as a “Notified Body,” yet the decision of one Notified Body
applies to all EU countries.

Because of these factors, it is impossible to track medical device approvals, adverse
events, or recalls in the EU, since there are few to no publicly accessible, centralized systems for
collecting and monitoring information about medical device approvals or safety problems. The

use of Notified Bodies has been criticized as encouraging “forum shopping™ by sponsors to

 Additional information about the Belgian Health Care Knowledge Centre. and its mission and activities, is
available at inpskee fgav hevontemabawe-the-kee,

" Belgian Health Care Knowledge Centre, “The Pre-markel Clinical Evaluation of Innovative High-risk Medical
Devices,” KCE Reports 158 (2011) at p. vii, available at /iy v ke fgov bedimivr enaspx PSR KN T
'* See “Recast of the Medical Devices Directives: Public Consultation,” available at

Bupdioe crropa. el consia : wififes ¢ does 2008 public_consubiption_onpdfy
European Commission, “Guidelines on Medical Devices: Clinical Evaluation: A Guide for Manufacturers and
Notified Bodies™ (Dec. 2009}, at p. 4, available at iy criropd.ewhealthimedical-
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identify those Notified Bodies with the most lax operating standards, and the varying levels of
expertise among Notified Bodies has been critiqued.

in May 2011, the European Society of Cardiology (ESC) issued a “case for reform™ of

the Furopean medical device regulatory system: that body’s recommendations included creating
a unified regulatory system, imposing stronger clinical data requirements, and requiring more
accountability for Notified Bodies.”® The ESC cited examples of several different cardiovascular
technologies that were implanted in patients in the EU that were later proven to be unsafe and/or
ineffective through clinical trials required under the U.S. system, and were subsequently
removed from the European market.

Also in May 2011, a series of feature articles was published in the British Medical
Jowrnal, criticizing the opacity of the Furopean medical device regulatory system, and raising
concerns about the regulation of high-risk devices and how well they are tested before coming on
to the European market.!”? Several of the featured articles cited the FDA system’s fransparency
as helping physicians to make informed decisions about which devices to use and providing
patients with access to information about the devices that will be used on them. .

Mast recently, France's Directorate General for Health and its consumer safety body
AFSSAPS™ jssued a reportm urging stronger national and Evropean regulation and monitoring

of medical devices. In an accompanying statement, France’s Minister of Health, Xavier

16 See “Clinical evaluation of cardiovascular devices: principles, problems, and proposals for European regulatory
reform,” Fraser, et al., Enropean Heart Jowrnal, May 2011,
'7 “The Truth About Medical Devices,™ Brirish Medical Journaf, vol. 342, at pp. 1115-1130 (May 21, 2011),
available at fugpe e binf.comcomet/34 277807 Fearure fill pdf {Deborah Cohen, “Out of Joint: The Story of the
ASR,” British Medical Jowrnal 201 1; 342:d2903: Deborah Cohen and Matthew Billingsley. *Medical Devices:
European Patients Are Left o Their Own Devices,” British Medical Jowrnal 2011: 342:d2748); see also Fiona
Godiee, “Editorial: The Trouble With Medical Devices,” British Medica! Jowrnal 2011; 342:d3123, available at
Itip e bmfoomicontent 34 24myd3 123 full; Cart Heneghan et al., “Medical-Device Recalls in the UK and the
Device-Regulation Process: Retrospective Review of Safety Notices and Alents,” BMJOpen (May 2011), available
a( hitpbropon. i comdvontont/ carty 200 1S K mfopene- 200 1000 83 i pedd.

Agmcc frangaise de sécurité sanitaire des produits de santé, France’s Agency for the Safety of Health Products.
" See AFSSAPS, “Poly Implant Prothése: rennse dun mpport de fa DGS etdel’ Afc;saps aux mm]mes char‘vés de la
santé ~ Communiqué,” available at s 2 iy
I Polv-Inplane-Prothese-remise-d-wn
Conununigue.
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Bertrand, said that European Union rules on regulating and monitoring medical devices "must be
radically overhauled.™

FDA continues exploring ways to get medical products to patients with serious and life-
threatening discases or conditions faster, but lowering U8, approval standards isn't in the best
interest of American patients, our health care system, or U.S. companies whose success relies on
the American public’s confidence in their products. We are pleased that a U.S. medical device
industry trade association, AdvaMed, has stated that it supports maintaining our current rigorous
standards of safety and effectiveness for marketing medical devices: “The medical technology
industry has long recognized that a strong and well-functioning FDA is vital to maintaining

America’s preeminence in medical technology innovation, and we support the current regulatory

framework in the U.S.™

CONCLUSION

Over the course of MDUFA 11, and especially during the last two years, CDRH has been
working, with extensive input from industry and other stakeholders, to take concrete actions
toward creating a culture change toward greater transparency, interaction, collaboration, and the
appropriate balancing of benefits and risks; ensuring predictable and consistent
recommendations, decision-making, and application of the least-burdensome principle; and
implementing efficient processes and use of resources.  These actions—geared toward a system
of smart regulation—have already started to have a measurable, positive impact on our
premarket programs, and we fully expect that positive trend to continue as we proceed to

implement the improvements we have committed to make.

% See “France Calls for Furope-wide Comrol on Pm\t
{Feb. 1, 2012), available at g /e :
wide-control-on-prostietics
! Advanced Medical Technclogy Assouauon (AdvnMed) ‘AdvaMed Statement on the House Energy and
Commerce Subconmitiee Hearing on FDA Device Reg_.ul%;on (July 20,2011

hetics fol!owmg, PIP Breast Implant Scare.” The Telegraph
; s shealth 054282 France-calls-for-Europe-
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While we work with industry, other stakcholders, and Congress in the statutory process
toward the reauthorization of medical device user fees, in order to ensure adequate and stable
funding of the program, we are also continuing to move forward with CDRH program
improvements. MDUFA 11 is scheduled to expire on September 30, 2012, and FDA is ready to
work with you to ensure timely reauthorization of this critical program. If we are to sustain and
build on our record of accomplishment, it is critical that the MDUFA reauthorization occurs
seamlessly, without any gap between the expiration of current law and the enactment of MDUFA
HI. At the same time, we must remain mindful that, unlike the PDUFA program, in which fees
fund more than 60 percent of drug review costs, user fees under MDUFA 111 (as described in the
recently announced agreement in principle) will fund about a third of the total cost of the medical
device premarket review process, making it important to keep these resources focused on the
performance goals identified in the MDUFA agreement.

Mr. Chainman and Members of the Subcommittee, I share your goal of smart, streamlined
regulatory programs. Thank you for your commitment to the mission of FDA, and the continued
success of our medical device program, which helps to ensure that patients and practitioners have
access to safe and effective innovative medical technologies on a daily basis. 1am happy to

answer questions you may have.
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Mr. P1rTs. The Chair thanks the gentleman, and I will now begin
the questioning and recognize myself for 5 minutes for that pur-
pose.

Dr. Shuren, Chairman Upton and I have set a deadline of reau-
thorizing the user fees by the end of June. We received the three
other user fee proposals by January 15th but we did not receive the
medical device user fee proposal as required under statute. Given
the need to reauthorize the user fees as soon as possible, let me
ask you a two-part question. Number one, when will FDA send us
the legislative language and proposed agreement for the medical
device user fee so that the committee can begin its work, and two,
what specific steps does the administration plan to take to expedite
the process so the committee can get the device information as soon
as possible?

Mr. SHUREN. So the plan we have put in place and what we have
asked of the administration is for expedited review of a proposal so
that we can get the proposal out to you and out to the public as
we move into March, and so you will be able to see what we are
proposing, we will get the public comments, we will wrap up on
that. We have to follow that process. And then we will have the
final package. But you will be able to see that proposed package,
and our goal is to try to do that in the next few weeks.

Mr. PirTs. By mid-March?

Mr. SHUREN. That is approximately the time, and that is what
we have been asking the administration to support us in doing.

Mr. PrrTs. All right. The medical device legislation introduced by
our committee members and Mr. Paulson of Minnesota contains
critical improvements aimed at making FDA’s regulation of medical
devices both premarket and postmarket more predictable. This pre-
dictability is critical to getting life-saving devices to our Nation’s
patients and their families, as we have heard from Marty Conger,
Carol Murphy and Pam Sagan at our O&I hearing in July. It is
also critical in keeping medical device jobs in the United States, as
we have heard from numerous innovators throughout the past
year.

We have heard some argue that these device bills aren’t nec-
essary because FDA is fixing the problem. That is a little hard to
believe. For example, that is what FDA has told us about the pre-
amendment class III devices for the past 20 years, and the problem
still isn’t fixed. Class III devices are still going through the 510(k)
process. Frankly, we don’t have 20 years or even 6 months to wait
for FDA to fix the problems. Our Nation’s patients and innovators
need help now. So my question is, will you commit to working with
us on this legislation so we can help our Nation’s patients and help
keep American device jobs here in the United States?

Mr. SHUREN. Mr. Chairman, we would welcome the opportunity
to work with you on legislation.

Mr. PirTs. We will follow up with that. Thank you.

What is the status of the unique device identifier rule?

Mr. SHUREN. So we have completed the rule. It is now currently
under review at the administration and we are waiting for their
approval to move forward with it.

Mr. PrTTs. Five years ago, the committee passed the reauthoriza-
tion of the medical device user fee, and when we voted for that bill,



36

we did so expecting that FDA would meet its end of the deal. It
appears that that hasn’t happened. FDA has failed to meet many
of the MDUFA goals, and during the past 5 years, we have seen
the total time it takes from submission to FDA decision rise dra-
matically. Given that track record, why should we believe that you
are going to meet the goals you agreed to in the proposed user fee
package?

Mr. SHUREN. Well, I won’t belabor the point that there are some
things that but for the user fee act, we would not have been able
to enhance, but we agree, we are not happy with where the pro-
gram is; industry is not happy with where it is. There are funda-
mental problems right now. Some of that is on our part, and that
is why I made a public commitment to make those changes and
started last year, regardless of whether we saw user fee dollars or
not, and we are moving forward on those.

But by the same token, there are problems with the program
that we cannot solve without funding. I have high staff turnover
rates, just like the drug program had 10 years ago, because of too
much work on their plate. We don’t have enough managers to pro-
vide good oversight. The ratios are running from 1:14 up to 1:25
under a front-line manager. That is untenable in any business, and
I can’t solve that with changes in policies and processes. I can only
change that with having the people to do the work, enough man-
agers and enough staff to do the work. That is what comes out of
the user fee dollars. And together, making those program improve-
ments that we have underway, having the dollars from industry
and having smart performance goals in place can help us achieve
a successful program and the outcome we all want to see from de-
vice review.

Mr. PrrTs. I have just 20 seconds left. What metrics are included
in the agreement to make sure you can meet your goal?

Mr. SHUREN. In the MDUFA agreement?

Mr. PrTTS. Yes.

Mr. SHUREN. So there are performance goals that pertain to FDA
time but also to the average total time to the decision. So these are
the things that happen that are not quite under our control but by
putting in certain process improvements of greater engagement
and interaction with industry, with the companies as we move for-
ward during the review, our hope is that with that and with the
more staff on board, we can actually bring down the total time for
making a decision, which we think is an important indicator,
through those improvements. We also have goals that go towards—
it is predominantly to the performance on different kinds of appli-
cations.

Mr. PitTs. The Chair thanks the gentleman and recognizes the
ranking member, Mr. Pallone, for 5 minutes for questions.

Mr. PALLONE. Dr. Shuren, I wanted to ask about the 510(k) proc-
ess, and first commend you for the focus you have given to improv-
ing it. I have been interested in how to fix it for a long time. In
fact, when I was the chairman of the subcommittee, we held a
hearing in 2009. Quite frankly, both before and after that hearing,
I was of the opinion that the 510(k) process was broken, so I am
glad that FDA has focused its attention on resources and how to
improve it.
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I have seen your 510(k) action plan and the amount of work that
CDRH did on this topic is pretty impressive. What is your sense
of the 510(k) program now? Is it operating better? Is there more
predictability and consistency? And what steps on your action plan
would you categorize as game changers?

Mr. SHUREN. So the program is not where we would like it to be.
We are not seeing the performance from it that we would like to
have, but we are starting to see some early indicators, if you will,
the canaries in the coalmine, suggesting instead of them dying
from gas, that actually they are doing better. So starting almost 10
years ago, we saw the requests for additional information on
510(k)’s go up and up and up steadily. We saw total review times
going up and up and up. We saw the backlog of 510(k)’s going up
and we saw the percent of 510(k)’s being cleared going down. In
2011, for the very first time we are seeing the percent of additional
requests on 510(k)’s starting to dip for the first time the other di-
rection. We are seeing that the percent of 510(k)’s being cleared
has been going up. I put all this information, by the way, in my
written testimony. In 2012, that number, that percent of clearance
actually went up beyond 2011. We are seeing the backlog go down.
So all of these are early signs but I don’t think you are going to
see the real benefit from it until many of our policies go into effect.

Game changers right now—simple smart business process im-
provements to assure that critical decisions like asking for addi-
tional information are not made in the lowest parts of our center
but they are made at the right level of management, which is why
I need enough managers to provide that oversight. In fact, we cre-
ated a Center Science Council of our most senior people to oversee
the most important decisions. We are putting in new policies to
incentivize starting clinical trials in the United States earlier. You
get the clinical studies started here first, you keep the technology
here because the companies come back to the same doctors over
and over again, and also having benefit-risk framework that is
much more focused on taking into account what patients are will-
ing to tolerate for risk because they are the ones who get the de-
vices, not my reviewers.

Mr. PALLONE. Thank you. Let me ask you about the conflict of
interest in these scientific experts for the advisory panels. We have
heard from a number of parties that the conflict of interest provi-
sions are not working and are excluding legitimate experts. When
the Commissioner was here 2 weeks ago, she indicated that there
have been challenges at FDA in filling the advisory panels. Would
you agree that CDRH is having similar challenges?

Mr. SHUREN. We do face challenges in moving forward, which is
why we agree with you. You consider this an important issue; we
consider this an important issue. And although we have not found
a legislative fix yet that has a significant difference, we think this
is something worth exploring. One of the reasons I would like to
take the chairman up on his offer to work on legislation focused on
this area is one of those areas. We are looking at internal process
changes, are there other things we can be doing to sort of reduce
those challenges we face.

Mr. PALLONE. I know when you testified before the Senate
Health Committee in November, you indicated willingness to en-
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gage with the Senators, so I guess I am getting the same assurance
from you today on this.

Mr. SHUREN. Yes.

Mr. PALLONE. All right. Chairman Pitts talked about the UDI,
and I think it is unfortunate that after 5 years, I think we should
be closer on implementation on what I consider a very critical com-
ponent. But what I wanted to ask you is, could you explain how
UDI will interact with other postmarket authorities that FDA has
in the device space and other initiatives that you have underway?

Mr. SHUREN. So unique device identifier will allow us to link the
use of a device with a patient’s experience with the device. So data
is collected every day as a part of routine clinical practice, and we
can’t tap into that without a UDI. That is why that unique device
identifier is a game changer, and it will allow us to move forward
to have more robust postmarket surveillance systems that then in-
dustry and we can take advantage of and health practitioners and
others in the following ways. If we have more robust postmarket
surveillance, when there are problems, if we can identify them
more quickly and get on top of them, it doesn’t mean the device
comes off the market. It means that we address it, and you don’t
get the front-page stories in the newspapers because you don’t have
so many people exposed. You have a better infrastructure that al-
lows companies to conduct postmarket studies at lower cost be-
cause the infrastructure is there, and it will allow us to make bet-
ter use of postmarket data to reduce the burden for premarket data
requirements for some devices. In fact, if we are properly author-
ized, we may be able to even shift some of the premarket data re-
quirements to the postmarket setting. But these are all things we
could do in the future and a unique device identifier is critical to
making that happen.

Mr. PALLONE. Thank you.

Mr. PiTTS. The Chair thanks the gentleman and recognizes the
vice chairman of the committee, Dr. Burgess, for 5 minutes for
questions.

Mr. BURGESS. Thank you, Mr. Chairman.

Dr. Shuren, in this committee we worked on this a lot over the
years, and it seems like there is a repetitive stream of people in
my office talking about difficulties they are having in this arena.
So I don’t think there is any question that we have a problem. The
problem generally seems to be with predictability and consistency
at your agency, and whether we all agree with where the problems
are and whether we all agree with how much activity is leaving our
shores, I don’t think there is any question that some is, and the
President’s own Jobs Council has raised this issue, and specifically
they commented, quoting from them, “Our medical innovation sys-
tem is in jeopardy. Investment in life science area is declining at
an alarming rate because of the escalating cost, time and risk of
developing new drugs and devices. While many factors contribute
to the decline, an important factor is the uncertainty surrounding
the FDA regulatory environment.”

So this is not House Republicans, this is the President’s Jobs
Council. This is the administration that is voicing concern with the
predictability and consistency within the FDA. How do you respond
to what the Jobs Council is telling us?



39

Mr. SHUREN. I think you can add me and my own staff, who have
our own concerns about the program as well, and I will say in
terms of the Jobs Council, when they then came out and said what
things you might want to look at for the medical device program,
one of their recommendations was to have a benefit-risk determina-
tion framework that is much more focused on looking at patient
tolerance for risk. We appreciate that, because when they came out
with that recommendation, we had actually already proposed such
a framework over the summer. In fact, we are finalizing it right
now and we have committed and are already set to put out the
final document and implement it come the end of March.

Mr. BURGESS. But again, you know, I just can’t stress this
enough. There is a steady stream of people that come in to see me
and I suspect other Members of Congress have similar stories
where there is a problem, and the problem seems to be centered
at the Center for Devices and Radiological Health. It is clearly
something that needs your highest attention and I look forward not
just to your framework but we actually look forward to some per-
formance on this, and as I reference in the opening statement, we
can’t just be upping in the dollars and decreasing the performance,
and unfortunately, that seems to be the direction we are going.

Let me ask you a couple of specifics on some of the things I ref-
erenced. Some of the draft guidance that is coming out of your area
where it appears that you are increasing your jurisdiction and you
territory, and I am not sure that is in everyone’s best interest and
specifically in your best interest, but what about the draft guidance
for industry and staff on the in vitro diagnostic products that are
labeled for research use only and investigational use only? This is
something that came out of your office, and depending upon the
stage of development, such components are officially labeled re-
search use only, investigational use only. That means they are nei-
ther sold nor marketed as clinical devices nor offered as services
such as laboratory-developed tests, but they may be useful in devel-
oping new devices. So now it looks like your agency is wanting to
regulate even the devices that are used to help develop the devices.
Have I read that correctly?

Mr. SHUREN. Well, components that are being used as a part of
the device are part of the device, and we regulate that. You know,
the policy——

Mr. BURGESS. Well, let me ask you this then. Specifically, what
are some of the deficiencies that you saw that required you to issue
this draft guidance?

Mr. SHUREN. That there were companies who were actually say-
ing that this particular device or analyte was for research pur-
poses. They were actually marketing it for commercial use. So this
policy is to clarify in terms of what you need to do to be very clear
on, is this truly for research and how you handle that, or is this
actually being used in patient care, and that is what it is trying
to clarify.

Mr. BURGESS. And again, give us an idea of the scope of the prob-
lem of this. Is this something that you are bumping up against all
the time or is this something that has happened and you are trying
to get in front of it?
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Mr. SHUREN. No, it is something we have been running into and
we continue to see, and that is why we have a policy to clarify it.

Mr. BURGESS. And can you provide us on the committee with
some examples of that so we can better understand why this mis-
sion creep is going on at your center?

Mr. SHUREN. We would be happy to come back and give you
some very specifics, give you a list of examples.

Mr. BURGESS. And once again, this doesn’t seem to be the flexi-
bility built into this. It is kind of an all-or-nothing phenomenon,
and one of the complaints we get is, there is no flexibility within
the Center for Devices and Radiological Health. Is that something
that you can help us with?

Mr. SHUREN. First of all, I would say actually we are more flexi-
ble than people give us credit for.

Mr. BURGESS. Fair statement, because you are not getting any
credit at all right now.

Mr. SHUREN. I know. I mean, I will give you an example. We just
recently approved a device for tears in the large artery in the chest,
and in terms of flexibility, we actually approved that device based
upon just 51 patients followed for just 30 days, very small, not ran-
domized, no controls, and we did it in less than 180 days. So the
opportunities are there. The changes we are trying to make in the
program are also to ensure we have flexibility where we need to
do it but we are also consistent in how we apply it, and like I said,
we made some process improvements that just went in the end of
last year. There are a lot of policy changes, good policy changes,
but as you know, as a Federal Government agency, we have to get
public comment. That is a good thing. We get lots of perspectives.
The downside is, it takes more time. So most of the things we are
trying to improve actually don’t start getting finalized and kicking
in until this year.

Mr. BURGESS. We want you to be consistent. That is part of our
goal as well, but I would appreciate you providing us some data on
this because some of the stuff we are hearing does not comport
with what you are telling us.

Thank you, Mr. Chairman. I will yield back. Maybe we will have
time for a second round.

Mr. PirTs. The Chair recognizes the ranking member of the full
committee, Mr. Waxman, for 5 minutes for questions.

Mr. WAXMAN. Thank you, Mr. Chairman.

Dr. Shuren, one of the bills included in the Republican package
would make significant changes to the device center’s so-called
third-party review program. Currently, that program permits third
parties to review certain 510(k) applications and provide rec-
ommendations to FDA on whether the agency should clear a par-
ticular device, then FDA has 30 days to make a final decision. That
is what the law is now. The Republican bill would alter this
scheme to make the third party’s recommendation binding on FDA
if FDA fails to respond in 30 days. The bill also would expand the
types of devices that these third parties are permitted to review to
include permanently implantable or life-sustaining or -supporting
devices. These outside reviewers are not currently allowed to re-
view these devices. I think these changes are very worrisome.
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Woulg FDA be concerned about these kinds of changes to the pro-
gram?

Mr. SHUREN. We are deeply concerned about these changes. 1
mean, the hard stop, the default about their decision going into ef-
fect if we don’t make a decision actually can have the perverse im-
pact also of our being in a position to actually not approve that
product. That actually can spell the death knell for the third-party
review program, and I don’t think that was really the intent behind
the bill but that is probably the outcome that will likely happen.

Expanding the scope of the devices, I will tell you, there are over
a thousand devices that are already eligible for third-party review.
I mean, for 510(k), most of the 510(k)’s would be eligible. We have
gone through the different categories and we have said almost 75
percent—the number may in fact be higher—could then be eligible
of that set for third-party review. The problem is, that program
hasn’t worked all too well, and one of the big challenges we face
is that those third parties don’t have access to the confidential in-
formation that we do. So as a result, they end up coming back
sometimes with decisions that are not fully informed.

For example, we may have already spoken to a company about
what they need to do, they came to us, and then they go separately
to a third party. They have no idea what that conversation was,
and as a result, they can’t take advantage of it. That is the chal-
lenge we really face in getting that program

Mr. WaxMAN. Well, I was concerned about this program when we
implemented it in 1997. I was never comfortable with the concept
of having external third parties who have the potential for conflict
of interests on their own reviewing these important devices. So
when I read this bill, I was very worried about the changes that
they put in place. After hearing your further description of the im-
pact it would have, it makes me even more concerned and I feel
very uncomfortable with these further changes. It is like the XL
pipeline resolution. When you force a decision, you get a bad deci-
sion.

Another of the Republican slate of bills, the Premarket Predict-
ability Act of 2011, would make certain changes to three key areas
of FDA’s device regulation: one, to FDA’s oversight over the inves-
tigational device exemption, two, to the so-called least-burdensome
provisions, and three, to the procedures for appealing decisions
through the Center for Devices. I want to start with the changes
to the least-burdensome provision because those are the most trou-
bling to me.

This language was added to FDA’s statute as part of the 1997
Food and Drug Administration Modernization Act at a time when
the industry was asserting that FDA was requiring too much of de-
vice manufacturers and stifling innovation, strikingly similar to
what we hear still today, and in essence, these provisions say that
FDA must consider the least-burdensome means of demonstrating
that a device is effective when the agency makes its approval or
clearance decisions. So in other words, FDA should consider wheth-
er clinical data are necessary if there are other less-burdensome
means for demonstrating that a device can be marketed.

The Premarket Predictability Act would change this provision by
adding more-specific language like requiring FDA to consider alter-
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native approaches to clinical data in evaluating device effectiveness
“in order to reduce the time, effort and cost” and directs FDA to
consider “alternatives to randomized controlled clinical trials and
the use of surrogate endpoints” when clinical data are necessary.
This seems to me overly prescriptive. Why would Congress be dic-
tating to our premier scientific regulatory body what type of clin-
ical data it should consider? It is also concerning because it seems
that it can make it harder for FDA to require clinical data even
when the agency believes it is necessary. I know that some of the
language in this bill was lifted from FDA’s 2002 guidance imple-
menting the least-burdensome provision but it looks like there
were some changes to that language that could be significant. Can
you comment on this?

Mr. SHUREN. Yes. First, let me say, I support the least-burden-
some principle. I think as a general matter, it is good government
and I support the policy we put back in our guidance in 2002. That
is why I reemphasized it to my staff last year in email. It is why
we are actually tailoring our guidance so we apply it specifically to
specific devices.

I do have concerns regarding this legislation because as it is
drafted, we are reading it as lowering the standards in the United
States for devices coming on the market, and that concerns us, and
also to the extent there is a difference in that language in the bill
versus our guidance, we have to reconcile those differences, which
means we have to change the current policy. If folks think we have
the right policy but we are not applying it consistently, that is a
different issue. Now, we do have concerns about not applying it
consistently and that is why we put in process improvements to as-
sure that we are getting the right level of sign-off on any decisions
for actually trying to ask for more information or doing something
different than we did before, and oversight on decisions to make
sure we are applying the least-burdensome principle. That is the
problem we think needs to be fixed and that is the one we are al-
ready working on.

Mr. WAxMAN. Thank you.

Thank you, Mr. Chairman.

Mr. PitTs. The Chair thanks the gentleman and recognizes the
chair emeritus of the committee, Mr. Barton, for 5 minutes for
questions.

Mr. BARTON. Thank you, Mr. Chairman.

I think it is better to have a third-party review than to have it
sit on a bureaucrat’s desk at the FDA and not get reviewed at all,
but that is just me.

Mr. Chairman, I want to put into the record a study of October
2011 by the National Venture Capital Association and the Medical
Innovation and Competitive Coalition. I am going to put the entire
study in the record, but I want to just give some of the bullet
points.

This study was done in October of last year, and its conclusion
and summary is that venture capital companies in the United
States are decreasing their investment in biotechnology and med-
ical device startups in the United States. They are reducing their
concentration in critical therapeutic areas and they are shifting
their focus away from the United States towards Europe and Asia.
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The primary reason is because of FDA regulatory challenges. In the
last 3 years, they have decreased by 40 percent their investments
in medical devices. In the next 3 years, they expect to decrease it
again by 42 percent, and 61 percent of the respondents cited as
their primary reason regulatory challenges at the FDA. I am sure
tha;c you have seen this study or at least the summaries of it, Doc-
tor?

Mr. SHUREN. Yes, I have seen it.

Mr. BARTON. Now, the proposal that the industry and your de-
partment have agreed to doubles the user fees per year for the
next, I think, 4 or 5 years. The current PMA fee right now I believe
is $220,000. Is that correct?

Mr. SHUREN. That is correct, for full fee. If you are a small busi-
ness, it is $55,000.

Mr. BARTON. What does it go to in this proposal that we have
yet to see?

Mr. SHUREN. So we are finalizing those details but we are think-
ing at the end of 5 years it would be about $267,000, $268,000, so
it will go up by about $48,000, and it was actually a little bit high-
er last year. We reduced it, because by law, if we collected a little
bit more money, we had to reduce the fees so we reduced the fees
this year.

Mr. BARTON. And what does the small company fee go up to?

Mr. SHUREN. I think it is about $67,000.

Mr. BARTON. And what is the level at which you are eligible for
the small company fee?
| Mr. SHUREN. If your annual sales or receipts are $100 million or
ess.

Mr. BARTON. And is that what it is in the current? So is that
changed or unchanged?

Mr. SHUREN. No, that has remained the same, and you can com-
pare this on the drug side. NDA is the complement on the drug
side. That fee is $1.8 million.

Mr. BARTON. And I am sure, Doctor, that you are aware that in
the new health care law that passed several years ago, there is a
2.3 percent tax on medical device companies, and it is expected to
raise $20 billion over the next 10 years.

Mr. SHUREN. I am aware of the tax.

Mr. BARTON. Why could we not use some of that money and have
no fee increase at all?

Mr. SHUREN. The tax isn’t under our purview. That is a question
for the administration. But I will say the concern about dollars,
and I recognize, you know, for industry, to ask them to pay more,
you know, they are figuring out how to do that. But I will you,
$595 million over 5 years, compared to what you heard the other
week on the Generic Drug User Fee Act, over 5 years, they are
going to collect about $1.5 billion, and the Prescription Drug User
Fee Act over 5 years is going to collect almost $3.5 billion. So I ap-
preciate the industry paying more and they made compromises, we
made compromises to get to where we are, but to look at us and
say that we are asking for way too much, the drug program is
going to get six times the amount in user fees over 5 years than
us. Even generic drugs, a smaller program, is going to get 3 times
the amount.
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Mr. BARTON. I appreciate that, but your current medical fee is
$287 million, and under this proposal, it doubles.

Mr. SHUREN. Well, not the individual fees to companies, the col-
lections. You know, things like—most of the small companies make
the 510(k) devices, and the fee right now is about $2,000, and
under the changes being made over 5 years it would go up to about
$2,600. They also pay a registration fee, and many of them have
one facility. That right now is about $